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IS THE CLAIMS 
Please cancel claims 1 and 16 without prejudice 
Please amend claims 2, 3, 10, 13, 14, 16, 26 and 27 as follows 



1 . Cancelled 

2. (Can^ntly amended) ^ fonnulation according to claim ^JO whex^ii, galanlamine is in the 
loim ot galantamine hydrobromide (1:1), 

3. (Cun«,tly amended) A fonnuJation according to clain, +10 whe«in the wat^r soluble 
excipicnt is a film fonning polymer. 

4. (Original) A fom,ulatto„ according to dainz 3 whe«m the water soluble film fom,ii,g 
polymer ^s a polymer that has an apparent viscosity of 1 to 1 00 mPa.s when dissolved in 
a 2 % aqueous solution at lO'C solution. 

selected from the group comprising 

- alkylcelluloses such as methylceilulose, 

- hydroxyalkykelluloscs such as hydmxymethylcellulose, 
hydroxyethylcellulose» 

'»y*«^A>'piupylceJluio5c and hydioxybutylcellulose 

- hydn,xyalky] alkylcelluloses such as hydrx>xyethyrmethylccUulose and 
hydroxypropy] methylceilulose, 

- carboxyalkylcelluloses such as carboxymethylccllulose 

- alkali metal salts of carboxyalkylcelluloses such as sodi'um 
c^boxymethylcellulose, 

- ^o^lKj^lkylceUulosessuchascarboxymethyk^^^^ 

- caihoxyalkylcellulose esters, 

- starches, 

- P°;=^cs such as sodium carboxymethylamylopectine, 

- chitine derivates such as chitosan, 

" cTlTr^''" T ^ '"^ -1*^ 

!r r agar-agar. gurnmi arabicum. guar 

gummi and xanthan gummi, 

- polyacryUc acids and ttie salts thereof. 



2 



10/28/03 TUE 17:25 [TX/RX NO 5285] 



J&J Fax: 7325245889 Oct 28 2003 16:25 P. 10 

- polyalkylene oxides such as polyethylene oxide and polypropylene oxide and 
copolymws of ethylene oxide and propylene oxide. 

^ tonnulation according to claim 5 wherein the water soluble polymer is 
hydroxypropyl methylcell ulose HPMC 29105 mPa.s. 

"^'^ fo™"J-«on seconding to clain. 6 wherein the weight-by-weight ratio of 
hydrox^^ropy, rnethy.cellulose HPMC 2910 5 ™Pa. to galantaznine i. in *e n«ge of 

8. (Original) A fomiulation according to clain, 2 wherein galantaminc hydn^bromide H - 1) 
and the water soluble, fihn fon«i„g polymer a. laye^d or coated onT^Zs^ ' 

(1,180-250 • m) sugar spheres (NF XVIl. page 1989). 
10. (Currently an,dended) A.fe>mri,tie.^erd«^,^^l^A contn,!,.^ r.U,.. 

ja ptionally pther p h^ rmH ceuticallv n.y.p>,I u^ ;,„, J,, ^IZ^J^ ""'^ 

. ^ca.y ra.^ <-onfrn» as ^n.br^n, coat inr wherein the release mte c on^^ri Z 

coatn,g con-prisesawater insoluble po.y.nerar.doptionallyapTl.w '^^^ '^ 

11. (Original) A fomiulation according to claim 10 wherein the water in«,luhl. . 
ethylcellulose and the plasticizer is select^l ftn™ 1 
diethyl phthalate and .Methyl .iZ """""^"^ 

'^n^l'lIZ^^'''^'"'''''^ -^'-•nthc weightofthc^leaserate 
conl«>U«g .nembrane coatmg ranges fiom 3 o/„ to 15 -/o of the uncoated particle. 

^^.^"^r^"^' ^"-"^^^ a seal coat lies 

between the drug core and the release rate coafoHing membrane coating. 

14. ^Con^ntly amended) A Ibnnulation according to any one ofclaims« to 13 fbn. 
co.pr.s.gatopcoatcornprisinggala„tan,ineandwLr-so,ubC,^^^^ 

15. (currently amended) A formulation according to claim 44 2 13 ^rtt, 

6>pcoatcon,nH,...p r~T-.-,Tnin, I ,T, ^"^ ^ ^-^^/^-^^-^^ ^g aBmmRa 

USP buffer pH 6 8 a^ 37^c7n " T " ^^"^'^ ^^" ^ ^ """^ «Pablc of releasing in 

PH 6.8 at 37 C m an Apparatus 2 (USP 23. <7l 1> Dissolution, pp uZ 
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1793, paddle. 50 rpm) ftom 20 to 40 % of the total amount of galantamine.HBr in 1 hour, 
and more tiiaa 80 % of tfw total amount of galantamine.HBr in 10 hours 



16. Cancelled 



1 7. (Currently amended) A dosage fbnn according to claim 4 «2-13 which delivers a 
therapeutically e£fective amount of galantaminc to a patient during the 24 hours 
following a single once daily administration. 

18. (Currently amended) A dosage fomi acccrding to claim 442^13 wherein part of the 
galantemine is present in an immediate release fom. 

19. (Original) A dosage fonn according to claim 18 wherein said immediate release form 
comprises particles as described in claim 1 lacking the release rate conlxolling 
membrane. 

20. (Original) A dosage fonn according to claim 1 8 wherein said immediate release fomi 
comprises immediate release minitablets. 

21 . (Original) A dosage fom according to claim 18 wherein said immediate release form 
comprises a controlled release formulation of claim 14. 



22. (Currently amended) A dosage form according to claim 4^2-13 providing a mean 
maximum plasma concenn^ion "of galantamine from 10 to 60 ag/'ml and a mean 
minimum plasma concendation ftom 3 t«, 15 ng^ml after repeated administration every 
day through steady-state conditions. 

23. (Original) A pharmaceutical package suitable for commereial sale comprising a 
container, a formulation of galantamine as claimed in claim 1. and associated with said 
package written matter specitying how said formulation should be admirustered. 

24. (Original) A phanaaceutical package as claimed in claim 23 adapted for Utiating a 
patient who is 'acetylcholine esterase inhibitor'-naTve, characterized in that said package 
comprises 21-35 daily sequential dosage units of 

(a) a fast group of 7 to 14 dosage units comprising fix.m 5 to JO mg galantamine, 

(b) a second group of 7 to 14 dosage units comprising ftom 10 to 20 mg galantamine 
{c)ath.rd group of7to 14 dosage units comprising Item 15 to 30 mg galantamine. ai,d 
(d) optionally a fourth group of 7 dosage units comprisuig from 20 to 40 mg 

galantamine. 
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25. (Original) A pharmaceiitical package as claimed in claim 23 adapted for tTBating a patient 
who is 'acetylcholine esterase inhibitor* -tolerant, characterized in that said package 

co n iprigcs daily d osage imita ujiiiptUitig fi r ii i i 15 t o 30 iiig galaiitaiuiue. 

26. (Currently amended) A process of preparing a formulation according to claim 
comprising admixing galantamine or a pharmaccutically acceptable salt form hereof 
with a water soluble excipient to form a drug core, optionally applying a seal coat to the 
drug core, and thereafter applying the release rate controlling membrane coating. 

27. (Currently amended) A method of treating; Alzheimer's dementia and related dementias 
in a human while substantially reducing (avoiding) the concomitant liability of adveree 
efiects associated with acetyl cholinesterase inhibitors, comprising administering to a 
human in need of such treatment, a therapeutically effective amount of galantamine in a 
controlled release formulation as claimed in claim 410, said amount being sufificient to 
alleviate said Alzheimer's dementia and twiatcd dranCTtias;, but insufficient to cause said 
adverse effects. 



28, (Original) A method acooring to claim 27 wherein the related dementia belongs to the 
group consisting of vascular dementia, Lewy body disease, autism, mental retardation, 
bipolar disorder psychsairic conditions, disruptive behaviour, attention dcficiet, 
*»yperacnvity disorder, substance abuse, extreme aggression, especially conduct disorder, 
nicotine cessation and withdrawal. 

29, (Original) A method according to claim 27 whercm the adverse effects belong to ihe 
group comprising nausea, vomiting, sweating, restlessness, and insomnia. 
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